I 

port is required by law (7USC 2143). Failure to report according to the 

ions car^ result in an order to cease and desist and to be subject to penalties as 

}d for in Section 21 * 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


{/ 

See attached form for 
additional information. 


1. CERTIFICATE NUMBER: 43-R-0011 
CUSTOMER NUMBER: 1507 


i< y 






Interagency Report Control No.: 
FORM APPROVED 
0MB NO. 0579-0036 


St Louis University 
221 N. Grand Boulevard, D B-106 
St Louis, MO 63103 
Telephone: (314) 977-8345 


% 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach 
additional sheets if necessary) 


FACILITY LOCATIONS (Sites) - See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS Form 7023A 1 


A.. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 

nurnoses 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 

conducted 
involving no pain, 
distress, or use o- 
naio-reiievino 

D, Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranouiiixino rirunfi were 

E. Number of animals upon which teaching, 
experiments, 

research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for 
who 

the use of appropriate anesthetic, analgesic, or 
tranquilize 

drugs would have adversely affected the procedures, 
rest 

or internretation of the tear.hinn research 

F. 

TOTAL 

NUMBER 

OF ANIMALS 

(COLUMNS 

C+D+E) 

4 Dogs 


6 

24 


30 

5. Cats 



2 


2 

6. Guinea Pigs 



9 


9 

7. Hamsters 


14 

567 


581 

8. Rabbits 


32 

153 


185 

9. Non-human Primates 






lO.Sheep 






1 1 . Pigs 



25 


25 

12. Other Farm Animals 












13. Other Animals 

Prairie Dog 


9 



9 

Ferret 



4 


4 

Chinchilla 



8 


8 

Dormice 

151 

77 

59 

89 

225 

Pygmy Mice 


5 


5 

10 


ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese; teaching, 
testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and apr 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report, jn addition to identifying the lACUC-approved exceptions, this summary in’ 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official) 

SIGNATl 

(b)(6), (b)(7)c 


DATE SIGNED 

“ /Yds 

APHIS 

<> 











































Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number: 43-R-001 1 


2. 89 dormice and 5 pygmy mice are reported in Column E in this study. 


3. African dormice and pygmy mice were used in the study. 



4. Explain the procedure producing pain and/or distress. 


The goal of this project is to evaluate dormice (and a small one time study using pygmy mice) as a small animal 
model for susceptibility to infection with monkeypox virus, severity of disease, and efficiency of transmission. 
Dormice are infected by various routes with graded doses of monkeypox virus, and mortality and day of death 
are monitored. In addition, animals are sacrificed at various times following infection and a complete necropsy 
carried out. Tissues are examined for virus infectivity and antigen by plaques assay and immunocytochemistry, 
respectively. At the end of the experiment (-21 days post-infection) all animals will be bled, sacrificed, and 
-necropsies carried out. We also examine the efficiency and duration of transmission of monkeypox in the- 
species. 


Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, se< 
Item 6 below) 


We try to minimize the number of animals that will suffer discomfort in the experiments; however, because of the 
nature of this research, this cannot be avoided completely. LD 50 assays are an essential part of setting up the 
experimental design for vaccine and antiviral protection studies. Where possible we will sacrifice animals which 
appear moribund when previous experience has taught us that they rarely recover for disease. Morbidity will be 
recorded using the following scale: 0, healthy, no signs of sickness; +, face fur ruffled, no conjunctivitis; ++, face 
and body fur ruffled, hunched posture, eyes starting to look swollen; +++, face and body fur ruffled, hunched 
posture, both eyes have conjunctivitis; ++++, near death-same as above, plus eyes swollen shut, little or no 
movement, marked respiratory distress (animals with this level of sickness are euthanized). 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

The monkeypox virus dormouse infection model is being developed to satisfy the Animal Efficacy Rule for the 
development of vaccines and antivirals to biothreat agents. The Food and Drug Administration (FDA) 
promulgated the animal efficacy rule (United States Code of Federal Regulations Title 21, Part 314, Subpart I) in 
June 2002 to provide a framework for developing drugs intended to reduce or prevent serious or life-threatening 
illness from chemical, biological, radiological, or nuclear substances when adequate and well-controlled efficacy 
studies in humans cannot be conducted for ethical or practical reasons. Under this rule, animal studies can be 
used to provide substantial evidence of effectiveness when certain specific criteria are met. 


CFR 


NOV 


•-nn^ 


Agenc y USDA 


Title 21. Part 314, Sub parti 



22 1 North Grand Blvd. 

St. Louis, MO 63103-2097 


(b)(6), (b)(7)c 


SAINT LOUIS Office of the Provost 

UNIVERSITY 


December 16, 2005 
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Linda Kovar Customer #: 1507 

Animal Care Specialist Registration #: 43-R-001 1 

USDA/APHIS/AC 
2150 Centre Ave. 

Building B, Mail Stop 3W1 1 
Fort Collins, CO 80526 


Dear Ms. Kovar: 

I received Dr. Sabala’s letter dated-November 29 th , requesting correction or additional 
information regarding the Saint Louis University annual report. My response is 
addressed to you, as directed. 

The clarification regarding the withholding of anesthetic, analgesic or tranquilizing drugs 
is threefold: 

1. The science is attempting to elucidate the most fundamental pathogenesis of the 
disease being studied, as well as various therapeutic interventions. Any drug used to 
mitigate possible pain and distress could alter the disease process, including clinical 
signs, which allow the researchers to assess the natural progression of the disease. Thus, 
the use of such drugs could adversely affect the outcome. 

2. The species being used as a model for these studies is unique, and the researchers have 
no data on doses or responses to drugs that might alleviate pain and distress. 

3. The data generated will be submitted to FDA and other federal agencies, and the use of 
drugs to alleviate pain and distress would compromise the results. 

Regarding the citation of the “Animal Efficacy Rule,” in answer to Question #6, we 
withdraw the citation. The studies are based on the best scientific design, not a specific 
federal regulation. 

I hope these clarifications are acceptable. 

(b)(6), (b)(7)c 

DEC 2 1 ?005 




